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Please find below a communication from the EXAMINER in charge of this application 

This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) 
and (a)(2). However, this application fails to comply with the requirements of 37 CFR 
1.821 through 1.825 for the reason(s) set forth on the attached Notice To Comply With 
Requirements For Patent Applications Containing Nucleotide Sequence And/Or Amino 
Acid Sequence Disclosures. 

Any inquiry concerning this communication should be directed to Examiner John 
Weatherspoon, Ph.D., Art Unit 1645, whose telephone number is 703-305-0557. 



Any inquiry of a general nature or relating to the status of this application should 
be directed to the Technology Center receptionist whose telephone number is (703) 
308-0196. 

APPLICANT IS GIVEN A ONE MONTH EXTENDABLE PERIOD WITHIN WHICH TO 
COMPLY WITH THE SEQUENCE RULES, 37 CFR 1.821 - 1.825. Failure to comply 
with these requirements will result in ABANDONMENT of the application under 37 CFR 
1.821(g). Extensions of time may be obtained by filing a petition accompanied by the 
extension fee under the provisions of 37 CFR 1 .136. In no case may an applicant 
extend the period for response beyond the six month statutory period. Applicant is 
requested to return a copy of the attached Notice to Comply with the response. 



mrnom c. caputa 

SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 



A#cation No.:. Cft/Wi 
NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
SuOOTE^EHCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid sequence disclosure contained in this applic^ion does not 
comply with the requirements for such a disclosure as set forth in 37 C.F.R. 1 .821 - 1 .825 for the 
following reason(s): 

1 Thk aoDlication clearly fails to comply with the requirements of 37 C.F.R. 1 .821 -1 .825. Applicant's 
0 1 - ]^SK5S£?to^ regulations, published at 1 1 14 OG 29. May 15. 1990 and at 55 FR 
^ 18230, May 1. 1990. 

fa 2 This application does not contain, as a separate part of the disclosure on paper copy, a "Sequence 
J3| Listing" as required by 37 C.F.R. 1 .821 (c). 

tA 3 A copy of the "Sequence Listing" in computer readable form has not been submitted as required by 
Ej '. 37 C.F.R. 1.821(e). 

n 4 A copy of the "Sequence Listing" in computer readable form has been submitted. However, the 
U content of the computer readable form does not comply w«th the requirements of 37 C.F.R 1 .822 
and/or 1 .823. as indicated on the attached copy of the marked -up "Raw Sequence Usbng. 

n 5 The computer readable form that has been filed with this application has been found to be damaged 
U and/or unreadable as indicated on the attached CRF Diskette Problem Report. A Substrtute 
computer readable form must be submitted as required by 37 C.F.R. 1.825(d). 

ri 6 The paper copy of the "Sequence Listing" is not the same as the computer readable from of the 
U 'Sequence Listing" as required by 37 C.F.R. 1 .821 (e). 

Q 7. Other. . ■ 

Applicant Must Provide: 

An initial or substitute computer readable form (CRF) copy of the "Sequence Listing". 

An initial or substitute paper copy of the "Sequence Listing", as well as an amendment directing its entry 
into the specification. 

A statement that the content of the paper and computer readable copies are the same and where 
appSe, include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821(f) or 1.821(g) or 
1.825(b) or 1.825(d). 



For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 

For CRF Submission Help, call (703) 308-4212 

Patentln Software Program Support (SIRA) 

Technical Assistance , 703-287-0200 

To Purchase Patentln Software 703-306-2600 



PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 
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Art Unit: 1645 

DETAILED ACTION 
Sequence Requirements 

1 . This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 C.F.R. § 1.821(a)(1) and (a)(2). 
However, this application fails to comply with the requirements of 37 C.F.R. §§ 1.821-1.825 for 
the reason(s) set forth on the attached Notice To Comply With Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. Full 
compliance with the sequence rules is required in response to this office action. 

Election/Restriction 

2. Restriction to one of the following inventions is required under 35 U.S.C. 121 and 372: 
This application contains the following inventions or groups of inventions which are not 

so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in response to this action, to elect 
a single invention to which the claims must be restricted. 

I. Claims 1-12 and 19-24, drawn to polypeptide free of botulinum toxin activity and 
polypeptide composition and vaccine comprising said polypeptide. 

II. Claims 13-18 and 25, drawn to recombinant DNA encoding a polypeptide and a 
method of producing a polypeptide. 
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The inventions listed as Groups I-II do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: 

Groups I and II lack the same technical feature since they are products with different 
structure and biological properties. In particular, the polypeptides of Group I comprise amino 
acids whereas the recombinant DNA of Group II comprises nucleotides. Further, polypeptides 
have different function from recombinant DNA, i.e. DNA functions to encode polypeptide. 

A 371 case is considered to have unity of invention only when there is a technical 
relationship among those inventions involving one or more of the same or corresponding 
technical features. The expression "special technical feature" means those technical features that 
define a contribution which each of the claimed inventions, considered as a whole, makes over 
the prior art. While the instant claims all involve polypeptide free of botulinum toxin activity and 
free of toxoid which induce protective immunity to type F botulinum toxin, it is clear from East 
et al (Current Microbiology 29:69-77. 1994) that said polypeptide does not define a contribution 
over the prior art. East et al disclose gene encoding nontoxic polypeptide component of 
botulinum type F (distinct from botulinum neurotoxin or BoNT) (see entire reference). 
3. Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art because of their recognized divergent subject matter and because the 
literature searches required for examination of the groups identified above are not coextensive, 
restriction for examination purposes as indicated is proper. 
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A telephone call was made to Robert Esmond on June 14, 1999 to request an oral election 
to the above restriction requirement, but did not result in an election being made. 

Applicant is advised that the reply to this restriction requirement must include an election 
of the invention to be examined even if election with traverse is made (see 37 CFR 1 .143). 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a petition under 37 CFR 1 .48(b) and by the 
fee required under 37 CFR 1 . 1 7(i). 

Any inquiry of a general nature or relating to the status of this general application should 
be directed to the Group receptionist whose telephone number is (703) 308-0196. 

Papers relating to this application may be submitted to Technology center 1600, Group 
1645 by facsimile transmission. The faxing of such papers must conform with the notice 
published in the Official Gazette, 1096 OG 30 (November 15, 1989). Should applicant wish to 
FAX a response, the current FAX number for Group 1645 is (703) 308-4242. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to John Weatherspoon, Ph.D. whose telephone number is (703) 305-0557. 



Application/Control Number: 08/981,087 
Art Unit: 1645 

The examiner can normally be reached on Monday-Friday from 8:30 AM to 5:00 PM. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Anthony Caputa, Ph.D., can be reached at (703) 308-3995. 

John Weatherspoon, Ph.D. 
June 14, 1999 



Anthony Caputa, Ph.D. 




Supervisory Primary Examiner 



Group 1645 



